
NDA 9-000/S-013/S-015/S-017/S-020/021 OCT 31 2000

Novartis Pharmaceuticals Corporation
Attention: Kay A. Chitale, Pharm.D.
Drug Regulatory Affairs
59 Route 10
East Hanover, NJ 07936-1080

Dear Dr. Chitale:

Please refer to your supplemental new drug applications dated February 16, 1990 (S-013), November
12, 1990 (S-015), December 5, 1991 (S-017), August 16, 1993 (S-020), and November 14, 1996 (S-
021), submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Cafergot
(ergotamine tartrate and caffeine, USP) Suppositories.

These supplemental new drug applications provide for the following revisions to product labeling:

9-000/S-013
1. Revised storage instructions under the HOW SUPPLIED section to reduce the recommended

storage temperature from 86°F (30°C) to 77°F (25°C) in order to provide increased assurance
that the drug will have the purity characteristics it is represented to possess.

2. The addition of the established name after the tradename wherever it appears throughout the
labeling.

3. Alphabetization of the inactive ingredients under the DESCRIPTION section of labeling.
4. The addition of the NDC codes for the drug product packages under the HOW SUPPLIED

section.

9-000/S-015
This supplement provides for the removal of all references to the Cafergot P-B tablets and
suppositories since Novartis (formerly Sandoz) discontinued marketing these products.

9-000/S-017
1. The addition of safety information in the CONTRAINDICATIONS, PRECAUTIONS,

INFORMATION FOR PATIENTS, DRUG INTERACTIONS, DRUG ABUSE and
DEPENDENCE, and OVERDOSAGE sections of labeling.

2. The addition of Pregnancy, Nonteratogenic Effects, Labor and Delivery, Nursing Mothers, and
Pediatric Use sections under the PRECAUTIONS section of labeling.

3. The addition of safety information regarding rare cases of solitary rectal or anal ulcer which
occurred from abuse of ergotamine derivatives in the PRECAUTIONS-General section of
labeling.








